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Li7: Entry 1 of 7 File: USPT Sep 17, 2002 

US-PAT-NO: 6451339 

DOCUMENT -IDENTIFIER: US 6451339 B2 

** See image for Certificate of Corr ection ** 

TITLE: Compositions and methods for improved delivery of hydrophobic agents 
DATE-ISSUED: September 17, 2002 
INVENTOR- INFORMATION : 

NAME CITY STATE ZIP CODE COUNTRY 

Patel; Mahesh V. Salt Lake City UT 

Chen; Feng-Jing Salt Lake City UT 

US -CL- CURRENT: 424 / 451 ; 424 / 435 , 424 / 450 , 424 / 455 , 424 / 456 , 424 / 463 , 424/464, 
424/489, 424/499, 424/ 502 , 514/937, 514 /938, 514/ 939 , 514/940, 514 /941, 514/942, 
514 /943, 514 /975 

CLAIMS : 



What is claimed and desired to be secured by United States Letters Patent is: 



1 . A pharmaceutical formulation jfor administration of a hydrophobic lipid-regul ating a gent, 
comprising a therapeutically effective amount of the lipid-regulating agent and !^carri^ comprised 
of (a) at least one hydrophilic surfactant selected from the group consisting of hydrophilic non- 
ionic surfactants, hydrophilic ionic surfactants, and combinations thereof, and (b) at least one 
hydrophobic surfactant having an HLB value less than about 10 and selected from the group 
consisting of alcohols; polyoxyethylene alkylethers; fatty acids; glycerol fatty acid monoesters; 
glycerol fatty acid diesters; acetylated glycerol fatty acid monoesters; acetylated glycerol fatty 
acid diesters, lower alcohol fatty acid esters; polyethylene glycol fatty acid esters; polyethylene 
glycol glycerol fatty acid esters; polypropylene glycol fatty acid esters; polyoxyethylene 
glycerides; lactic acid derivatives of monoglycerides; lactic acid derivatives of diglycerides; 
propylene glycol diglycerides; sorbitan fatty acid esters; polyoxyethylene sorbitan fatty acid 
esters; polyoxyethylene-polyoxypropylene block copolymers; transesterified vegetable oils; 
sterols; sterol derivatives; sugar esters; sugar ethers; sucroglycerides; polyoxyethylene vegetable 
oils; polyoxyethylene hydrogenated vegetable oils, reaction products of polyols and at least one 
member of the group consisting of fatty acids, glycerides, vegetable oils, hydrogenated vegetable 
oils, and sterols; and mixtures thereof, said hydrophilic and hydrophobic surfactants being present 
in amounts such that upon dilution with an aqueous solution at an aqueous solution to carrier ratio 
of 100:1 by weight, the carrier forms a clear aqueous dispersion having an absorbance of less than 
about 0.1 at a wavelength of about 400 nm, and wherein the composition is substantially free of 
glycerol triesters of C.sub.6 to about C. sub. 25 fatty acids. 

2. The formulation of claim 1, wherein the lipid regulating agent is selected from the group 
consisting of atorvastatin, bezafibrate, cerivastatin, ciprofibrate, clofibrate, fenofibrate, fluvastatin, 
gemfibrozil, pravastatin, probucol, simvastatin, and combinations thereof. 
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